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DEPARTMENT OF HEALTH AND #umMan SErvices | APPLICATION FOR A VARIANCE :ﬂ-'m ‘{PP';‘:‘*E gMB No-:" ?9100025
oo eI Sen FROM 21 CFR 1040.11(c) FOR A | £%iten Sus 2o 21 2000
°° 9 Administration LASER LIGHT SHOW, DISPLAY. |tocrer nomeen —
OR DEVICE

this applicatioh in accordance with 21 CFR 1010.4.

NOTE: No laser kight show, projecton systam, or device may vary from compliance with 21 CFR 1040.11(c) in Gesign of use without the approval of

1. NAME OF COMPANY
Pﬁn dictions

INSTRUCTIONS
1. Check alf applicably poxas ang type or prnt o 3. Maid your application ro the Dockets Management Branch((HFA-205). Food ane
requestad information. Drug Agmavstration, Room 1-23, 12420 Porktown Deive, Rock-nic, MO 20852,
2. Submit an oniginal and lour {4) copes. 4. Enxer gocket number if assgned.

YA
2. ADDRESS OF COMPANY (inchude ZIP Codciilt P.O. Bax i5 used, invikuge actwol streer poadress alio.

_UJLSJ;M% CRT o QAo A28
3. NAME AND TITLE OF RESPONSIBLE PERSON < 4. TELEPHONE NO. /incksde area code)

_DATE OF SUBMISSION
Cws, oral 0/ 334/- 20z 7]’ 7/ 77
- THE APPLICANT REQUESTS THE V. O BE IN EFFECT FOR A PERIOD OF " YEARS FROM THE DAITE OF ISSUE, ¢n

genorsl the Agency will approve 8 varisace fcruvy ™™o yaprs. If p boriger period & roquested, 8 jstiicavion must be oriached ax part of the appication.)

7. PRODUCT DESCRIFTION AND USE

a. LIST NAME AND/OR MODEL NUMBER(S) FOR THE LASER UGHT SHOW(S) AND PROJECTORIS)

8 Laa?‘ 262 Vol 4 288 FI‘EJ:’G"GQ/‘
RODUCT FOR WHICH A VARIANCE IS REQUESTED v f, PRODUCT IS INTENDED TO BE USED AT ANY

NE LOCATION
-~ B3 A aser dusplay cavice 3 Mare han 15 days
D= projactor for & aser kght snow T ™are tan 5 tant oot more tan 15 days
O & eser Gght show %s than & days
03 otner iSpecifys g. TOUR IS INTENDED TO RUN FOR
c. [] PROJECTORS ARE INTENDED FOR SALE. LEASE, OR LOAN TO O More tan 6 mangns -
OTHER LASER UGHY SHOW PROOUCERS [ 1-6 monms
d. PRODUCT IS INTENDED FOR USEIN A O Less than one month =
) Panetarium or other dome projection strueture 13" Not applicable Mot a tow)
W ANhcater O Other (Specifyl
(3 Hotelsmotsl balrcom or meeting room B. PRODUCT UTILIZES THE FOLLOWING LASER EHFECTS
O store displays {I¥Front screen projections e
3 Trace snow or canvertian {J Rear screes: proections
(O Discotheque or night chn O Holographic displays
O Pavikon O Muttiple: reflection/diffraction effects
[@naaor arena {1 Audience scanning ABo includes ;cannfny any accessiple
{IButdoor arena wnconyolied arcasi
— 0O mMuseum O Reatiections fram stationary maTors or mirferea
[ Ourdoor unenclosed area surfaces (Beam Mowices)
(] Other (Specify) . [ Stavonary avadadon of retatng murer balis, ete.
e. PRODUCT IS INTENDED TO 8E USED J Scanning iTediation of rotating miror Bals, etc.
{] At oruy one [Aixed] location ] Fber optic projectians
@Ara variety of (Tour) locations [E/Foq smaks_ ar other scaTtering enhancenjent effects
O Otwrer (Specity) DO Other 1Specifyl
-8 LASER RADIATION LEVELS
LASER MEDIUM (4. Ho-Ne, ete.) WAVE LENGTHS {rm) PEAK POWER (warts)

9. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY

SCG/? Sf(ra’/ ]S H Pa/475' y > .S',—(p,,q/

AND AMPLITUDE

10. REASON FOR REQUESTING VARIANCE

8 Coqpliance wim the limks ot 21 CFR 1040.11{c) would restrict the inmtended use of the product because compliance
hmit the oUtpUl power To the satent That the desired effects would nort be suiticiently visible

woyla

VAR [/
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+1. MANNES iN WHICH IT IS PROPOSEL. . DEVIATE FROM THE REQUIREMENTS OF THE APPQCABLE STANDARD

is proposed Yo deviate from e pravizions of 21 CFR 1040.11(c) In that the accessibls emission leve] would o the
accessible emission kmils specified in 21 CFR 1040.71{c).

{1 Iy is proposed w dsviare frem the provisions of 21 CFR 1040.11{c) 25 {oBows:

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

ser Lgint shaws and displays are acceptad popular medis in entartainmant and the a:1s_ Use of power lavels in e
of the imits imposad by 21 CFR 1040.11(c) b naceasary to achiave tho requirad effects in ase medis.

{1 Owher or addinonal asdvantages [descnbe and expilmin).

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIOED, {Chock 85 many boxas os apply. in 16 “Repwrks,”
£ss3ify eny baxes not checked. wsing sdditanal shoals 8s necessary. Smie gay other means of rediakian protecpan ar be wsed.)
A9 lasar proGucts, sYSTemsS. shows, and projectars will bo certitied to comply with 21 CFR 1040.10 and the co of this variance ~

and will be reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting guides provided for such
will be accomplished prior e any introducdon Mo commesce.

b. %mmtsmfmwmmmmsvwmm&uwﬁmthmm No other effects wifl be added
mmmhasmenohmmdandwrwrmaw 83 applcable, have been submited.

T e 9. projecuon, o reflection of aser and collateral radiation /Light show rediation) ims sudinnce of other accedsible uncoamyclied

which persons ather than operators, performers, or employees are permlmd o stand or 2.5 merers pelow or in Ia
any place wnere such peryons are permited 1o be. Operators, performers. and employeas will not be required or al
radiation abave the immns of Class | ar be exposed to radkation above the kmits specifed in 21 CFR 1040.11{c).

%vwoMM(Monmmmmezm axpasiuse, or roduct class Lmits will incorporale a SCAINING
whicn Grectly senses scanner motion and which will react fast enough To prechude exceeding the apolicable limft.
5. 11 laser hght shows shall be under the direct and personal comual of Tained, comperent cperator{s). The operatoris; will:
(1) Be 3n employee of the variance tholder who will be rosponsible for the Tainag and the conauct of e aperator:
{2} Be krcated whero all beam paths can be dirertly ohsarved at all imes: and

{3} immediatly torminate the emisson of Nght show nﬁnon o te event of any unsale conditan; of, fof DUTEODY & , UPOR JeQuesT
by any air yatfic control officals.

- Q‘ﬁu maximum laser projector cugat pawer will NNt exrosd tha isvel required 1o obisin e ktended effects.

n [3/The projection system fi.c., e projectar and all ather. camponants wsed 10 produce te Sgnting effocts) will be stau

mounieqd or .
Inmobilized m prevent unintended movement or misalignment. Beam masking will be provided as an inhererk part of the system Gesign
1o prevent overfiling of scraens. Deam stops, Tagets, OfC.
i. [Maser projectons will not be deliversd w any owier party under an agreement of sale, leass, or loan unless and undl the recipient

Gernonsuates that ey have a variancs in effect at the tme pf delivery Mponnmdmtowoa\:a laser Gght sho
such projectoris).

i- [ m additon 13 me requiremants of 21 CFR 1040.10(N, the manufacturer of 1836 Projoctarsisystams will provide 10
chass, loase. or barrow the aquipment. adequate Lsers’ insuctions for safe instalation and cperation which explain
the recipsant as an indopendent fight show manuiaciasr to submit tho requred reports and apply for and obisn o va
Prior 1o inDroguCtion #Tto comerce of any laser Eght shows.

LMa requremenes of 21 CFR 1002.30(a){1) 5na L2) will bo accompkshed Twough the yse of writien procedhwes for co
testing. wperfomwm of sach show. mawmuwuhmduudmﬂmmmpbamwhn 21 CF
congivons of ths varianca, and the control of accass t radiafion 8reas using the procedures descibed w e ANSIZY

- tha safo use of lasers (Amarican Nutana! Standards institute, 1430 Broadway. New York. NY 10018) or any omer
conzeraus standard and, whera applicable, s1atn or local reguaromants. Laser rediaton areas which can contam radiatipn lavels above
the fimits specified in 21 CFR 1040.11(c) will pa dlearly identified by the posting of warning signs and/or restictng 8
physkal means fsuen a3 prassure switches, pnoto calls, Aarrers, gusrds, arc.]. Thozge raqiwemonts apply (0 T@MIDOX!
during set vp and sfigament procedures] ant 1o final of parmanant sreas. The variancs holder will rowin the records
and the rexufts of all tasts as required by 21 CFR 1002.31. A copy of The variance application. the approval letter,
and recards refating 10 eath particular Show will De With The aperator of othar responsible indivicual ang will be made pveiladie for
inspecton by FDA 3ng other responsidle authoritics.
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1. Manw wiitten noTification will be magde as caly 3S possble o appropriate fedeval, state. and local authoritics providalg show itincracy

WIN (3185 and Weaien-s Lio—ly w~d sswmplowaly Mantified. and a basic gescripton of the proposed effects inchuding a staTement of the

MAXIMUN power output inznded. Such notfications will Be Made. but NOT NEEESSANY U Wiehed, T,

{1) The Center for Devicas and Radiological Health, Office of Comgliance (HFZ-342), 2098 Ganher Roao. Rockvills, MD 20850, prowding
the initial and closing dates tor fixed isullations and the itinarary for mobile shows. In adadion, unless all aspects of oach show hava
bron reparted and sccession numbers dearty referencad. each notice will include detaded descriptions of each show and a ksting of off

offects 1o be performed in sufficient datall 1o confetn comphiance whh e regufations and this varisnce.

{2) The Fegeral Aviation Agminsuaton (FAA) for any projectians MIo gpen aispace at any Ume l.a., sckaing ST up. ifmment

rehearsals, performances, erc.). If the FAA cbiects to any lasar effects. the obyections will bu resolved and any

FAA will ve adnerod te. If Twse conditans carve be mot, the aebjectonabls affacts will be deleted from e show

(3) Stave and local radiation conwol offices/sgencias for all shows b be perfosmed within their jurisdictons. AR

ions requested by

of svate and

locsl taw wifl pe satsfied and any objections raised by local sunnorivies will ba resobved or the effscts doleted. (A ks{ of federal and

swate offices is availfadic from e Conter for Devicos and Radological Healm upon request.)

14. REMARKS

CERTFICATION

! CERTIFY mar alt of the above information and statements are um. compieta, and cosvect (o the best of my WM.
that my variance application may be denieq ar my variance may be revoked i thes application js found o be talss, mis
in any material way. | have submmed and will submit all reports requaed by 21 OFR 1002.10 and 1002.11 on ™e las

nd acknowiedge
NG OF INCOTeCT
equipment and

showi(sl_ ! lurther understand that | may be reguired by regulation of by e Director. Cantor for Devices and Radwiogical [{oalth, o syppfy

such other informaton as may be nacassary 1o evaluate and acY on dus application.

l 15. SIGNATFURE 16. NAME (Type ar Priny 17.TITLE

i e ﬁ—LW Brece F Leona~t O wn fp/aﬁef.Taﬂ




